
Tool Summary Sheet

	Tool:
	Delegation of Responsibilities (DoR) Log 

	Purpose:
	To record all study staff members’ study-related duties. 

	Audience/User:
	Principal Investigators (PIs), Study Coordinators, other site staff, clinical monitor

	Details:
	This log should provide a comprehensive list* of study staff members and the duties that have been delegated to them by the Principal Investigator.  It is required for both observational and interventional clinical research studies.

	Best Practice Recommendations:
	Template Formatting:
Revise the Responsibilities Legend as needed to reflect study-specific needs, such as signing CRFs and reviewing/signing laboratory reports.
Update the log as needed following any change in site study personnel.  If a study personnel being delegated to or removed from a given task, an end date should be documented for their prior tasks, and a new line should be created confirming their full delegation of current study tasks. Documentation of responsibilities assigned to study staff member in a new line should include a corresponding start date which aligns with the previous end date.  
Number each page and maintain this log in the Essential Documents Binder, behind the ‘Delegation of Responsibilities (DoR) Log’ tab. (Synonyms for this binder include Investigator Binder, Regulatory Binder, Investigator Site File (ISF), and Study File.). If electronic, store log in the Essential Documents electronic folder. 
At the conclusion of the study, identify the final page of the log by checking the box in the footer.
[bookmark: _Hlk172210568]*This template can be used to record delegation of tasks for multiple study team members (i.e. one staff member per line to fill in available spaces), or for a single study team member to use on a running basis (i.e., only one row completed for a given study team member, blank rows below to be used if tasks change for the study team member). Format used should be consistent for a given study.
Remove this Tool Summary Sheet before use of the log.
Completing the Log:
List the names of study staff members, record their roles and responsibilities that have been assigned to them using the customized Responsibilities Legend.
Following study-specific and/or task-specific training, each study staff member listed should initial and sign to indicate understanding of the responsibilities assigned 
· If using paper documents, ensure wet ink signatures/initials recorded on Delegation of Responsibilities Log are attributable, legible, and contemporaneous.  
· If using electronic documents, ensure electronic signatures meet requirements outlined in 21 CFR Part 11, as applicable.
The Start Date refers to the date that the individual has been delegated the task by the PI.  When applicable, the individual should be added to the protocol and approved by the IRB prior to assignment of study tasks on the DoR. 
· The site PI should initial and date the “(Start Date) PI/Initials Date” field after the Start Date is captured to acknowledge the roles and responsibilities assigned and start date of each staff member. This should occur as entries are recorded.  
The End Date is when the individual is no longer delegated the tasks or at the end of the study. When applicable, if the study has not ended, the individual should be removed from the protocol and approved by the IRB.    
· The site PI should initial and date the “(End Date) PI/Initials Date” field after the End Date is captured to acknowledge their understanding of when each staff member stopped their respective responsibilities. This should occur as entries are recorded.  
The PI’s signature at the bottom of each form is required at the conclusion of the study. This may occur at the time the study is closed with the IRB, or when all study tasks have been completed and no further study activity is anticipated.



Tool Revision History:
	Version
	

	Number
	Date
	Summary of Revisions Made:

	1.0
	05Feb2010
	First approved version

	2.0
	02Mar2010
	Removed automatic page numbering

	3.0
	04Jan2012
	Added Tool Summary Sheet;  minor updates to Responsibilities Legend

	4.0
	14Mar2012
	Updated Tool Summary Sheet; added * cross-reference and Query Management to Responsibilities Legend; added check box to footer 

	5.0
	18Jul2024
	Updated Tool Summary Sheet; added Quality Management and other minor updates to Responsibilities Legend; added Role on Study to Delegation of Responsibilities Log; Formatting fixes; additional details about single-staff use
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Delegation of Responsibilities Log

	Site Investigator Name:
	Protocol Number:  
	Site Name:


List staff to whom the Principal Investigator (PI) has delegated significant study-related duties.
	Staff Name
	Role on Study 1
	Responsibilities2 
	Staff Initials 
	Staff Signature
	Start Date
	(Start Date) 
PI Initials/Date 
	End Date
	(End Date) 
PI Initials/Date 

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


1Examples of Role on Study:   PI: Principal Investigator SC: Study Coordinator RN: Research Nurse SI: Sub-Investigator AI: Associate Investigator Pharm: Pharmacist; DM: Data Manager
By initialing above, I, the PI, declare that during the conduct of the above study, I have delegated the following study-related activities:
	2Responsibilities Legend

	Administer Consent 
Screen Subjects
Obtain Medical History
Perform Physical Exam
Determine Eligibility
Assess Adverse Events
Complete Source Documents
	Complete Study Forms
Provide Discharge Instructions
Follow-up Activities  
Query Management 
Quality Management
Maintenance of ISF
Communication with IRB 
	Communication with IRB 
Electronic Data Entry Completion
Randomize Subjects*
Dispense Study Drug*
Drug Accountability*
Processing Lab Samples*
<Customize Study Task>
	<Customize Study Task>
<Customize Study Task>
<Customize Study Task>
<Customize Study Task>
<Customize Study Task>
<Customize Study Task>
<Customize Study Task>




Signature of Site Principal Investigator:  __________________________________________________     Date:  _______________________
(To be signed by PI at the end of the study)
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